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[57) ABSTRACT

A method of vaccinating a food producing animal with-
out producing injection site abscess comprising inject-
ing said animal with a vaccine that comprises a bacterin,
an effective amount of a compatible adjuvant, an effec-
tive amount of a non-antibiotic biocidal compound, and
about 30 micrograms per milliliter of gentamicin sulfate.
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METHOD FOR PREVENTING INJECTION SITE
ABSCESS

The present invention relates to a method for pre-
venting local abscesses that are often a consequence of
certain vaccinations. In particular, injection of bacter-
s, especially those that contain an adjuvant (for exam-
ple, aluminum hydroxide) dispose the patient to an ab-
scess at the injection site. Corynebacterium pyogenes is
generally found to be the infecting organism.

Adjuvants are used in vaccines to slow the diffusion
of antigen so that the patient will have time to develop
a maximum level of immune response before the entigen
1S cleared. Examples of typical adjuvants are aluminum
hydroxide, aluminum phosphate peanut oil and
Freund’s complete adjuvant. The preferred amount of
adjuvant in each type of vaccine is selected with this
goal of maximizing the level of immune response in
mind and this amount will be different for each type of
vaccine. Of course, an amount of adjuvant that causes
less than the maximum response may still be more effec-
tive in causing ome improvement in immune response.
While an adjuvant may be helpful in maximizing or
improving the immune response, it may cause local
irritation or tissue damage that will make the injection
site more susceptible to development of an abscess. The
word *‘abscess”, as used herein, means a septic abscess
accompanied by bacterial infection rather than a “ster-
1le” abscess. The latter is a relatively small abscess that
1s the result of inflammation due to local irritation or
tissue damage and is not accompanied by such infection.

The problem of injection site abscess is particularly
acute 1n the large animal field where careful swabbing
of the skin before injection and other prophylactic mea-
sures are difficult to economically carry out, as even a
few remaining microorganisms can cause the problem.
Such abscesses are large masses that cause the animal
considerable discomfort and may be accompanied by
fever if left untreated. The animal’s appetite is reduced
and weight gain is substantially diminished, resulting in
serious economic less to the farmer:

Veterinarians have attempted to prevent abscess for-
mation by adding a therapeutic dose of penicillin or
neomycin, €.g. 100 mg or more, to a dose of the bacterin
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prior to injection. This practice is undesirable for use 45

with food producing animals because of the risk of
unacceptable levels of antibiotic residues in the milk or
meat. Another approach, used with parenteral Borde-
tella bronchiseptica bacterins, has been to reduce the
concentration of adjuvant in the bacterin. This is unde-
sirable because it may reduce the effectiveness of the
bacterin.

I have surprisingly found that adding gentamicin
sulfate to a bacterin prior to injection in order to
achieve a concentration only of about 30 micrograms
per milliliter significantly reduces or eliminates abscess
formation at the injection site. This concentration of
gentamicin sulfate is quite surprisingly the antiobiotic
concentration that is recommended for effectiveness as
a preservative.

- Although E. Oden et. al.,, Dev. Biol. 24, 181-187
(1974), have suggested that gentamicin sulfate may be
an effective preservative in veterinary biologicals, and
although certain bacterins (e.g. Leptospira and Pasteu-
rella bacterins manufactured by Affiliated Laboratories)
contain antibiotics such as neomycin as preservatives,
there has been no suggestion that adding gentamicin
sulfate to a bacterin, at a concentration of about 30
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micrograms per mmilliliter, will prevent injection-site
abscess.

The present invention thus relates to a method of
vaccinating a food producing animal without producing
injection site abscess comprising injecting said animal
with a vaccine that comprises a bacterin, an effective
amount of compatible adjuvant, an effective amount of
a non-antibiotic biocidal compound, and about 30 mi-
crograms per milliliter of gentamicin sulfate.

The term “food producing animal” is intended to
mean that the milk or meat of the animal (for example,
a swine) is generally used for human consumption. The
term “‘non-antibiotic biocidal compound” is intended to
mean a chemical compound that is generally used as a
preservative In vaccines, but that is not generally re-
ferred to by those skilled in the art as an antibiotic.
Examples of such compounds are formaldehyde,
thimerosol and betapropiolactone.

It will be understood that the purpose “without pro-
ducing injection site abscess” is not intended to mean
that the method of present invention will result in a
complete lack of abscess formation in every case.
Rather, the method of the present invention will signifi-
cantly reduce or eliminate such abscess formation. This
1s true because no method of veterinary treatment can
be expected to work one hundred percent of the time.
For example, an animal to be vaccinated may be so
filthy that there are such substantial numbers of bacteria
on its skin that an abscess cannot be totally prevented.

It will be understood that in the context of this inven-
tion other antibiotics may be considered as substitutes
for gentamicin suifate if they are found to be equivalent
to gentamicin sulfate in their effectiveness against Cory-
nebacterium pyrogenes. Examples of such antibiotics
are chloramphemcol, kanamycin, streptomycin, to-
bramicin, ampicillin, netilmicin, sisomicin, cephalospo-
rins, tetracyclines, and gentamicin as the free base.

It will also be understood that in the context of this
invention gentamicin sulfate or its equivalent may also
be added to a toxin or antitoxin so that an injection of
such toxins or antitoxins will not result in injection site
abscess. |

EXAMPLE

The following Example illustrates the method of the
present invention:

Dissolve 3 milligrams of gentamicin sulfate in one
milliliter of distilled water. Add the solution to 100
milliliters of Bordetella bronchiseptica bacterin (manu-
factured by Burns-Biotec Laboratories, Inc.) before
administering the bacterin to swine. The bacterin com-
prises whole cell cultures of Bordetella bronchiseptica
that have been inactivated with a solution of formalde-
hyde and also contains an aluminum hydroxide adju-
vant.

I claim:

1. A method of preventing injection site abscess while
vaccinating a food producing animal comprising inject-
ing said animal with a vaccine that comprises inacti-
vated whole cell cultures of Bordetella bronchiseptica,
an effective amount of compatible adjuvant, an effective
amount of non-antibiotic biocidal compound, and about
30 micrograms per milliliter of gentamicin sulfate.

2. A method according to claim 1, wherein said adju-
vant 1s aluminum hydroxide.

3. A method according to claim 1 or 2 wherein said

animal i1s a swine.
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